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EC-EFSA Chronological milestones on Food

Enzyme Assessment

2008.12.16
Reg. (EC) 1331/2008: Common authorisation procedure
—_— Reg. 1332/2008: food enzyme

Reg. 1333/2008: food additives L AME AT 1 ha e K
Reg. 1334/2008: flavourings UL, T e o) |

' EC working doc on food processes in which FEs are used !
2011.3.10 T T T T T T -
Impl Reg. (EU) 234/2011: data requirements

European Food Safety Authority

+*» Meetings with EC
¢+ Participation in WG of the
Standing Committee

2012.6.27 +* Technical meeting with
Impl Reg. (EU) 562/2012: derogation of tox data associations
2012.11.12 +* Interactions with applicants

current: national provisions on food enzymes
—Reg. (EU) 1056/2012: deadline for receiving P Y

applications is 2015.3.11 Calls for data - Calculator
e Legislative framework submission EFSA evaluation 1] EFSA resumes adoption
& EFSA guidance 304 dossier from EC to EFSA l EC register & Community list
\ 4 \ 4 \ 4 \ 4 \ 4 \ 4 \ 4 \ 4
2009 2010 2012 2014 2015 2017 2018 2020 2022 2023
Mulltiannual workplan 2018 - 2023
2019.6.17
41 more enzyme opinions
2015 -2016.11.9
Statement on dietary exposure
2009.7.23 2014.5.14 —2015.2.18
EFSA Food enzyme Guidance Five EFSA opinions =
New CEP Panel and New
-4 Enzymes WG
2004.12 2

ENZ WG set-up



Overview of food enzyme dossiers

Source
organisms GMM Non-GMM Plant Animal
No. dossiers 135 139 12 9
Source Aspergillus niger A. oryzae Bacillus subtilis | B. licheniformis
organisms GMM non-GMM | GMM |non-GMM GMM |non-GMM| GMM non-GMM
No. dossiers| 36 23 12 12 19 4 19 2
FE activity Amylases Proteases Lipases |Xylanases| others
No. dossiers 54 50 34 22
Intended Single Multiple
uses 1 2 3 4 5 6 7 8 >9
No. dossiers 86 37 21 17 8 12 11 3 5
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Food enzyme intake model development ( ,
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Baking processes Call-for-data available online
Brewing processes Info request on FE-TOS transfer FEIM-baking
Distilled alcohol production FEIM-brewing
Starch processing for glucose syrups production

Cereal-base processes 16 Call-for-data FEIM-release in
Savoury snacks processing Autumn 2019

Fats and oils processing 20 Info request on FE-TOS transfer
Sugar production and processing
Proteins hydrolyates in infant formulae 6 Call-for-data

Coffee processing for demucilage tbd Info request on FE-TOS transfer Deadline 18.09.2019
Coffee processing Call-for-data
Wine production

Milk processing tbd Call-for-data
Dairy processing

Fruit and vegetable processing tbd Call-for-data
Tea, herbal and fruit infusions processing

Egg processing tbd Call-for-data
Protein processing

Flavouring production tbd Call-for-data
Yeast processing



http://www.efsa.europa.eu/en/applications/foodingredients/tools
https://zenodo.org/record/1297333
https://zenodo.org/record/1297333
https://zenodo.org/record/1297333
https://zenodo.org/record/1299219
https://zenodo.org/record/1299219
https://zenodo.org/record/1299219
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For the opinions adopted in the

: manufacturing R jc YT past 1.5 years, EFSA has spent 9-
4 WG meNbers IRLEI:-EhIE LW brocessiand FE /

2 staff members TECSUCEEUEE composition 3 staff members 10 months per evaluation.

3 WG members
2 staff members

Allergenicity 1 WG members

Toxicological tests .
& evaluation In progress...

Multiple
dossiers Opinion Adoption

finalisation J by CEF/CEP Publication
Calculation by WG Panel

& drafting
Ready for
A . opinion
consolidate production
One call A feedback

call on web

prepare call



Progress overview in food enzyme dossier

evaluation
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A total of 302 valid dossiers on 14.12.2018

140 - 30
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o
0 | | -0
2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 )
mew adopted| 0 0 4 1 1 8 24 EFSA adoption shown in quarters new CEP Panel since
—o—received| 4 18 70 116 85 18 1 25 September 2018
20
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Multi-annual workplan:

50- 60 opinions per year by 2023 10
Supported by a lean project for __5_____-_ _________ o
efficiency gain May 2018 - Jan 2019 0o - — - -~

EQl EQ2 OQ3 mQ4
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EFSA’s Workplan 2018-2023- Assumptions

Operational activities for known workload " 2017 [ 2018 [ 2019 | 2020 | 2021 | 2022 | 2023
15t 2nll:i 15t 2n||::| 151 2r'm:i 15t 2r1u|:1 15t 2n||::| 15t 2nul:i 15t 2r1u|:1
sub-totaloftargets| 6 6 |23 17 |17 28 (34 33 |32 28|26 25|18 16 309
Addional workload
Possible number of 'Inconchlusie’ opinions from above i1 o 2 2 2 3 3 4 4 3 3 3 2 1 31
New dossiers to be recened, armiving time not yet known indicative number at present is 15-20 20
Grand total 360
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New dossiers developed 2015-2018 TOTAL
New enzymes 50 50
Extension of use 100 100

New enzymes expected to be developed -

Year 2019 2020 2021 2022 2023
35 35 31 29 30 160

TOTAL 310
Data provided by AMFEP
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=1/3 Extension of use of existing enzyme

=2/3 Newly developed enzymes

w /7 withdrawals so far




Expected workload |
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2022-2023 N
Ongoing work (dossiers submitted in 2014)

60-100 dossiers
New dossiers 300 new dossiers

400 dossiers

(&

Deadline 9 months

@%% = EFSA: Management and resources
@%%¥\'e = EC: Prioritisation and decisions by the EC
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\dea Thank you
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